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-The MAILING DATE of this communiMtfon appears on the caver sheet with the corresporidence eddress-^ 

All claims iMlng albwablft, PROSECUTION ON THE MERITS IS |0R PEMAINS) CLOSED in thi« application- If not Included herewith 
iOT prcviouslv rri^iled), a Notica o< Allowanca (PTOL-flS) or other appropriate communication will ba mallecl in due course. 
THIS NOTICE OF ALLOWABIUTY IS NOT A GRANT OF PATENT RIGHTS. Thie application ie subject to withdrawal from issue at 
the initiative of th^ Office or upon petition by the applicant. See 37 CRR 1 .31 3 and MPEP 1208. 



1 . IZI This communication is responsive to Supolememarv Amendment dated 4/4/2003 (Paper No* 25) 

2. K! The allowed claim{sj is/are ^1-25^ 27s 29, 31-33^ 4S, and 4€ 

3. El The drawings filed on Mar 7. 2000 are accepted by the Examiner. 

4. □ AcKnowladgerront is made of a claim far foreign priority under 35 U.S.C. § 1 1 9(aHd). 
a) Pah b)P Some* c)D None of the; 

1 . □ Certified copies of the priority documents have been received. 

2. □ Cenified copies of the priority documents have been received in Application No. . . 



3, □ Copies of the cenified copies of ihe prforiiy documents have been received in this national stage 
application from the Imernaiional Bureau (PCr Rule I7.2(al). 

* Certified copies not received: ^ < 

5. □ Acknowledgement is made of a claim for domestic priority under 35 LI.S.C. § 1 19(e) (to a provisional application). • 
(a) □ The translation of the foreign language provisional application has been received. 

6. □ Acknov^ledgement is made of a claim for domestic priority under 35 U,S,C. S§ 120 and/or I2l* 

Aaolioant has THREE MONTHS FROWl THE "MAIUNG DATE" of this communicBtion to file a reply conr^plylng with the requirements 
nota<1 below. Failure to timely comph' will reeuit In ABANDONMENT of this application. THIS THREE-MONTH PERlOp IS NOT 
EXTENDABLE. 

7 □ A SUBSTITUTE OATH OR DECLARATION muet bo submitted. Note the attsKShsd EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APPUCATiON (PT0-1B2) which gives raason(sJ why the oath or declaration is deficient. 

8. □ CORRECTED DRAWINGS must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review {PTO'94a) attached 

l)D hereto or 2)Q to Paper No. . 

(b) □ including changes required by the proposed drawing correction filed ^ . which has been 

approved by the examiner. 

|c) □ including changes required by the euached Examiner's Amendment/Comment or in the Office action of 
Paper No. . 

Identifying Indicia such as tha application numtwr (aae 37 CFR 1 .e4(c|) should ba wrhtan on the drawings in the top margin inot the badt) of 
eaf^ shB«t. Tha drawings should ba filed as a separate paper with a tran^nhtal lanar addresGed to tha Official Draftsperson. 

g.P DEPOSIT OF and/or INPORMATION about the deposit of BIOLOGICAL MATERIAL rxwxax be submitted. Note the 
attached Examiner's comment regarding flEQUlREiviENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 
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7 Q Exarninafs Comment Regarding Requirement for Deposit of Biological 
Material 
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EXAMINER'S AMENDMENT 



1. Claims 21-25, 27, 29, 31-33, 45, and 46 are mider consideration in this Office Action, 

2. Ai^ exaininer's amendment to the record appears below- Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 

CFR 1.312. To ensure consideration of such an amendment, it MUST be submitted no later than 
the payment of the i^e fee- 

Autbori2;ation for this examiner^s amendment was given in ^ telephone interview with 
Shirley A. Recipon on April 29, 2003. 

3. The application has been amended as follows: 

■ In claim 21, line 4, delete the phrase "a naturally occurring'*, and replace with "an'\ 

■ In claim 29, line 4, delete the phrase ^turally occuiiing". 

■ In cJaim 3 1 , line .7, delete the phrase "or fragments thereof . 
p In claim 33, line 3, delete the phrape "or fragment thereof. 

■ In claim 33, lines 5-6, delete the phrase "or fragment thereof,". 

■ In claim 45, line 4, delete the word "exposmg" and replace with the word "contacting*'. 

■ In claim 45, line 4, delete the word 'to" and replace with the word '*with'\ 

■ In claim 46, line 1 delete the word "assessing" and replace with the phrase "screening for 
potential". 

■ In claim 46, line 7, delete the phrase "or fragment thereof. 

■ In claim 46, line 1 1 , delete the phrase "is indicative of and replace with the phrase 
"indicates potential". 



Allowable Subject Matter 



4. 



Claims 21-25, 27, 29, 31-33, 45, and 46 are allowed. 
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5. The following is an exaniina's statement of reasons for allowance; 

The prior art neitJier teaches nor suggests an isolated polynucleotide encoding a cathepsin 
having cysteine protease activity comprising an amino acid sequence-having at least 90% identity 
to die amino acid sequence SEQ E) N0:1, amino acid sequence SEQ ID NO:l, or a 
proteolytically active fragment of the amino acid sequence of SEQ JD NO; 1 . 

The restriction lequiicment for claims 31-33 under 35 U.S.C. 121 set forth in the Office 
Action dated 10/03/2000 (Paper No. 6) has been withdrawn. Claims 21-29 are directed to an 
allowable product. Pursuant to the procedures set forth in the Official Gazette notice dated 
March 26, 1996 (1 1 84 O.G. 86), claims 45 and 46, directed to the process of making or using the 
patentable product, previously withdrawn from considCTation as a result of a restriction 
requirement, are now subject to being rejoined. Oaim 45 and 46 hereby rqoined and fully 
examined for patentability under 37 CFR 1 . 1 04, 

6. Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

7. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Christian L. Fronda whose telephone number is (703)305-1252. If attempts 
to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ponnatbapura 
Achutamurthy, can be reached at (703)308-3804. The fax phone number for this Group is 
(703)308-0294. Any inquiry of a general nature or relating to the status of th^ application 
should be directed to the Group 1600 receptionist whose telephone number is (703)308-0196. 
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ATTrtWED CLAIMS 

Product claim 29 and Mediod CZlainw 3 1-33 

29. An isolated polynucleotide coiiprisjiig a polynucleotide sequence encoding a cathepsin 
having cysteine protease activity selected from the group consisting of: 
a) a polynucleotide sequence of SEQ ID N0:2, 

h) a polynucleotide sequence having at least 90% sequence identity to the polynucleotide 
sequence of SEQ ID N0:2, 

c) a potynncleotide sequence coii5)leiiientaiy to a), 

d) a polynucleotide sequence con^jlfimeptary to b), and. 

e) an RNA equivalent of a)-d). 

3 1 . A method for detecting a target polynucleotide in a san^le, said target polynucleotide 
having a sequence of a polynucleotide of claim 29, the method coBoprising: 

a) hybridiHngti]esaiiplewithaprohecon^>risingatlea8t20cont3guow 

conqmsing a sequence con?)len3entary to said target polynucleotide in the sample, and 
which probe specifically hybridizes to said target polynucleotide, under conditions 
whereby a hybridization conqslex is fbimed between said larobe and said target 
po^mucleotide, and 

b) detecting the presence or absence of said hybridization con?)lex, and, optionally, if . 
preset, the amount thereof. 

32. AmethodofclaimSl.whereiatheproheconpisesatleasteOcontiguousnuckotides. 

33. A method for detecting a target polynucleotide in a sample, said target polynucleotide 
having a sequence of a polynucleotide of claim 29, the method comprising: 

a) an?)lifying said target polynucleotide using polymerase chain reaction aii9)lificatiDn, and 

b) detecting the presence or absence of said an^dified target fiolynucleotide. and, 
optionally, if present, the amount thKeof. 
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